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WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
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- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
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earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 21 February 2006 . 
2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-56 is/are pending in the application. 
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5) D Claim(s) is/are allowed. 
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application from the International Bureau (PCT Rule 17.2(a)). 
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DETAILED ACTION 



1. 



Claims 1-33 canceled. 



2. 



Claims 34-56 are new. 



3. 



Claims 34-56 are examined on the merits. 



Claim Rejections - 35 USC §102 



4. The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the in\ untie in was patented or described in a primed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application tor patent in the Unilud Status. 

5. Claims 34-44, 46, 48, 49, 51-53, 55, and 56 under 35 U.S.C. 102(b) as being anticipated 
by KAVANAGH et al. (WO 861 03394), In Re claim 34, KAVANAGH discloses device, which 

is a sampler, for separating a predetermined initial volume of a liquid comprising an upper 
portion A (Fig.), a valve portion 15 (Fig.), and a container 10 (Fig.) which is a sample chamber, 
wherein the upper portion comprises a sample inlet and the valve portion comprises: 
a valve inlet C (Fig.) coupled to the sampler inlet; 

a valve outlet D (Fig.) opening into the sample chamber, wherein the valve outlet is 
positioned substantially below the valve inlet; a shut-off chamber separating the valve inlet from 
the valve outlet, which is defined by dimensions of the working parts E of the valve elements B; 
and 

a capillary tube 16 (Fig.) which is a shut-off valve wherein the internal space of the 
capillary tube 16 is a shut-off chamber overflow (See Abstract, linesl-13; Fig.). 
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6. In Re claims 35 and 36, KAVANAGH discloses the sampler wherein the valve outlet D 
is aligned with the valve inlet C (claim 36), and wherein the valve outlet has larger transverse 
dimensions than the valve inlet (claim 35), since the deformation of the tube 14 forms conical 
shape while valve elements B are moving (Fig.). 

7. In Re claims 37 and 38, KAVANAGH discloses the sampler comprising a tube 16, 17, 
which is a vent tube extending between a vent inlet F (Fig.) and a vent outlet C (Fig.), wherein 
the vent inlet is positioned within the sample chamber 10 (Fig.) and the vent outlet is positioned 
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at a level above the valve outlet (claim 37), and wherein the level of the vent inlet within the 
sample chamber determines the level of liquid to be collected within the sample chamber (claim 
38), since the tube 16 is a capillary tube (See Abstract, line 5). 

8. In Re claim 39, KAVANAGH discloses the sampler wherein the vent outlet G (Fig.) 
opens into a funnel 12 (Abstract, lines 5, 6; Fig.) which extends upward from the valve portion 

15 (Fig.). 

9. In Re claim 40, KAVANAGH discloses the sampler wherein after the first portion of the 
liquid flow is collected in the sample chamber 1 0, further liquid flow entering the capillary tube 

16 during use drains through the tubes 16, 17 (Sec Abstract, lines 7-13; Fig.). 

10. In Re claims 42-44, KAVANAGH discloses the sampler wherein the sampler inlet 
comprises an upper portion A (Fig.) which is a first-catch reservoir opening into the valve inlet C 
(claim 41), comprising a space positioned in the funnel 12 (claim 44) at an upper end of the 
first-catch reservoir opening into the valve inlet (claim 42) (See Fig.). 

11. In Re claim 46, KAVANAGH discloses the sampler wherein the sample chamber 10 
(Fig.) is removable (See Page 5, lines 7-11). 

12. In Re claims 48 and 49, In Re claim 2, Applicant sets forth the manner in which the 
claimed apparatus operates. It has been held that a recitation with respect to the manner in which 
a claimed apparatus is intended to be employed does not differentiate the claimed apparatus from 
a prior art apparatus satisfying the claimed structural limitations. See MPEP § 21 14. In the 
instant case, KAVANAGH discloses the sampler fully capable of sampling a first-void urine 
sample when a flow of urine is introduced into the upper portion (claim 48), and of collecting the 
first-void urine sample in the sample chamber and later- voided urine is diverted away from the 
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sample chamber (See Abstract, lines 1-13; Page 5, lines 7-11; Fig.). As such, the instantly 
claimed apparatus is unpatentable over the cited prior art. 

13. In Re claims 5 1 and 55, KAVANAGH discloses a method for sampling a liquid flow 
using a device, which is a sampler, for separating a predetermined initial volume of a liquid, 
wherein: 

the liquid sample is delivered by the funnel 2 and inlet tube 13 into container 10 until the 
level reaches the bottom of capillary tube 16, whereupon substantially no further liquid can enter 
the container 10. The shut-off valve 15 is then closed to prevent any further liquid from passing 
down the inlet tube 13. Thus, a known initial volume determined by the height of capillary tube 
16 is collected (See Abstract, lines 7-13; Fig.). 

14. In Re claim 52, KAVANAGH discloses the method wherein the predetermined level is at 
an exit of the valve outlet (Fig.). 

15. In Re claims 53 and 56, KAVANAGH discloses the method wherein the portion of the 
liquid flow collected in the sample chamber reaches the predetermined level such that further 
liquid flow is fully capable of being drained through the capillary tube (valve overflow) (See 
Abstract, lines 7-13). 

Claim Rejections - 35 USC §103 

16. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 
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17. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

18. This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

19. Claim 45 is rejected under 35 U.S.C. 103(a) as being unpatentable over KAVANAGH et 
al. (WO 861 03394) in view of THOMAS (US 3,010,805). 

KAVANAGH discloses the invention discussed above, as applied to claim 44, but does 
not expressly disclose the sampler, wherein the funnel of sampler comprises a baffle for reducing 
turbulence within the device. 

THOMAS discloses a funnel comprising a baffle 105 (Fig. 2) for reducing turbulence 
within the device (Col. 2, lines 65-68). 

It would have been obvious to one having ordinary skill in the art at the time 
the invention was made to modify the funnel of KAVANAGH with the baffle, as 
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taught by THOMAS in order to reduce turbulence within the device (THOMAS, Col. 1, lines 61- 
67). 

20. Claims 47, 50, and 54 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
KAVANAGH et al. (WO 861 03394) in view of McDonald (US 3,982,898). 

KAVANAGH discloses the claimed invention discussed above, as applied to claims 34 
and 48, but does not expressly disclose the sampler comprising a second collection means for 
separation different portions liquid flow. 

McDonald discloses the urine collection device comprising a plurality of chambers 
(collection means) for separating different portions of urine samples (See Abstract, 1-19). 

It would have been obvious to one having ordinary skill in the art at the time 
the invention was made to provide the sampler of KAVANAGH with the additional 
collection means, as taught by McDonald in order to separate compartments for provision of 
multiple tests (McDonald, Col. 1, lines 25-27). 

21 . In Re claim 54, KAVANAGH . discloses the claimed invention discussed above, as 
applied to claim 5 1, but does not expressly disclose the method for collecting a second portion of 
the liquid flow, wherein the second liquid flow portion is other than a first portion of the liquid 
flow. 

McDonald discloses the method of urine collection by the device comprising a plurality 
of chambers (collection means) for separating different portions of urine samples (See Abstract, 
1-19). 

It would have been obvious to one having ordinary skill in the art at the time 
the invention was made to provide the sampler of KAVANAGH with the additional 
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collection means, as taught by McDonald in order to separate compartments for provision of 
multiple tests (McDonald, Col. 1, lines 25-27). 



Conclusion 

22. The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. US 3,831,446 disclose the APPARATUS FOR MEMURING AVERAGE FLOW 
RATE. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ILYA Y. TREYGER whose telephone number is (571)270-3217. 
The examiner can normally be reached on 7:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tatyana Zalukaeva can be reached on 571-272-1 115. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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